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P Agenda
* What is Hemorrhoid?
* SCG Hemorrhoid Ligator
* |FU: Intended used /Indication of use/Who eligible to use
e Standard & Regulations
* Clinical Applications

* Package/Price
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) What is Hemorrhoid ?

* Types of Hemorrhoids

Internal Hemorrhoids: Found inside the rectum. Typically not visible or felt.

External Hemorrhoids: Found under the skin around the anus.

Visible and palpable as lumps or bumps.

Feature
* Treatment Options iceation
Symptoms

Treatment Options

Common Devices

© SCGC 2024

Internal Hemorrhoids
Inside the rectum

Painless bleeding, possible prolapse

Creams, stool softeners, ligation, surgery

Rubber band ligators, sclerotherapy kits
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External hemorrhoid

External Hemorrhoids

Under the skin around the anus

Pain, swelling, bleeding, itching

Topical treatments, sitz baths, laser, surgery

Laser therapy devices, thrombectomy tools




D Competitive landscape

Technic Rubber band only
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Assistance required

Length of procedure

Patient comfort

Ease of Use by Physician

Cleaning

Additional Equipment/Capital
Investment required

Training
Other Support

Cost
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CRH O'Regan McGiveny Saeed “Short
System Ligator Shot”: Ultroid
No Often Often Sometimes No
Approximately 1 minute Approximately 5 - 15 minutes Approximately 5 - 10 minutes Approximately 10 - 20 minutes 1-3 min
No Anoscope required, greater Anoscope and technique increase Technique and multiple site Length of procedure and Probe
patient comfort patient discomfort banding mcreases patient used for procedure increase May need anoscope
discomfort patient discomfort.

Easy to learn one handed 2 handed techmques required, 2 handed technique required 2 handed technique required,
technique instrumentation is more difficult length of procedure make Easy to learn

to utilize instrumentation is more difficult

to utilize
Disposable Sterilization and maintenance Disposable, significantly more Disposable probe, hand piece not Dis
- et : - posable
required. waste with suction tubing disposable and cannot be
canisters sterilized
i Te 1 i

None Up front instrument purchase Wall suction Power generator No additional equipment

Cleaning and sterilizing expense
On-site physician training None None Non-physician onsite and video O/l
Marketing and operation None None Marketing and operational N/A
$65 -75 Initial cost and cleaning and $60 -65 (includes tubing and $80

maintenance canisters)
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Date: Aug-2024
o Auomsidviu Rev.: 02

P Instruction for use - .
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LIGATOR
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- dw0u (Gun trigger)

- YONSUING (Barrel set)

- QUASOGEDEUSSENY (loader)

USSQU™ (oader)
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) Standard & Regulations
* Pre-clinical study-Biocompatibility ISO 10993

Cytotoxicity Sensitization Intracutaneous reactivity Irritation

N
2

& &

gl r ‘ } . ﬁ T FINAL REPORT Study No:
FINAL REPORT Study No: FINAL REPORT tudy No: "j e s e .
dy No: Skin sensitization test of Hemorrhoid Ligator in guinea pigs (Guinea  737/902 Intracutaneons reactivity test of Hemorrhoid Ligator in New Zealand 1137!:0‘;; Rectal Irritation Test of Hemorrhoid Ligator in New Zealand White  1)37/004

St
1137/001 White rabbits as per IS0 10993.23:2021 rabbits as per ISO 10993.23:2021

d.r' FINAL REPORT
Test for in vitro cytotoxicity of Hemorrhoid Ligator by elution
method as per 1SO 10993-5:2009

RESULTS

The assay was considered valid as the confluency of the cells before treatment was
approximately 80%.

Qualitative evaluation

Under microscopic evaluation, the cultures treated with the negative control and vehicle
control did mot show any cytotoxic response (grade 0), whereas pearly 50% growth
inhibition (grade 3) was observed m cultures treated with 0.07 mg/mL concentration of
positive control. Therefore, the assay was considered valid

The cultures treated with the test item extract at different concentrations (30% to 100%)
appeared normal without any change i their morphology (grade 0), when compased with
the vehicle control.

Quantitative evaluation

The mean absorbance of cells in vehicle control was 0.410, the left and the right mean of
the vehicle controls did not differ by more than 15% from the mean of all vehicle controls.
The negative control (viability: 96.10%) and positive control (viability: 51.46%)
performed as expected.

Cells treated with test item extract at different concentrations 30% to 100% exhibited
wviability greater than 70% (ranging between 86.59% to 95.85%).

CONCLUSION
Based upon the results obtained in this study performed in line with ISO 10993-5:2009,

the given test item, Hemorrhoid Ligator supplied by Texplore Co., Ltd. is considered as
non-cytotoxic to BAL B/c 3T3 cells.

© SCGC 2024
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Pig Maximization Test) as per ISO 10993-10:2021
RESULTS

Mortality and morbidity
No mortality or morbidity occusred in any of the animals used in this study

Body weight

A gradual increase in the body weight was observed in all the animals at the end of the
experiment. Body weight of animals recorded prior to dosing and end of the experiment
are given in Table 1.

Clinical observations
No signs of ill health occurred in any of the animals used in this study.

Grading of skin reactions

Grading of skin reactions performed at 24 h and 48 h after removing the challenge patch
are given in Table 2. No sensitization reactions were observed in animals treated with
the vehicle controls. No evidence of sensitization was seen in any of the test item treated
animals.

CONCLUSION

Based upon the results obtamed in this study performed in lne with
ISO 10993-10:2021, it is concluded that the given test item, Hemorrhoid Ligator,
supplied by Texplore Co.. Lid., is considered as non.sensitizer to guinea pigs under the
conditions of the preseat study.

B

-n..-vrnn‘ﬁfa;;‘.;_z‘)

Page | 7

EVALUATION CRITERIA

After 72 b grading, all erythema and cedema grades at 24 b, 48 b and 72 b were totalled
for each test item extract and control for each individual animal. For calculating the score
of a test item and control on each individual animal, the derived value was divided by
15 (3 scoring periods x 5 test or control sample injection sites). To determine the overall
mean score for each test item and each comresponding control, the scores for the 3 animals
were added and divided by three. The final test item score was obtained by subtracting the
score of the control from the test item score.

= Mean Reaction Score | Mean Reaction Score | Overall differeace.

) for testitem extract for vehicle control | (Test extract - control)
Physiological saline A 5 (AB)

Comoasesd ol T ) €D)

Ifthe di! v ion grades (er ) for the test item and

the control 15 greater than 1.0, then the test item was considered to cause intracutaneous
reactivity.

RESULTS

Mortality and morbidity
No morbidity or mortality occurred in any of the anumals throughout the expeniment.

Body weight
An increase in body weight was observed in all the animals at the end of the expeniment.
Individual body weight of the animals is given in Table 1.

Clinical observation
No signs of ill health or overt toxicity occurred in any of the test animals

Scoring of skin reaction

Injected sifes appeared normal immediately after the injections. Grading of skin reactions
for individual animals are given in Table 2 and Table 3. The difference of the mean skin
reaction scores for the fest ifem extracts and the vehicle control was zero (Table 4).

CONCLUSION
Based upon the results obtained and in Line with ISO 10993-23:2021, the given test item,

Hemorrhoid Ligator, supplied by Texplore Co., Ltd., is considered as non-reactive in New
Zealand White rabbits under the conditions of the present study.

9333359555

|

RESULTS

Mortality and morbidirty

No morbidity or mortality were observed in any of the experimental animals.

Body weight

An mcrease in the body weight was observed in all the animals at the end of experiment
(Table 1).

Clinical observation
No signs of ill health or overt toxicity, no signs of imitation around the rectal opening
were observed.

Grass pathology examination

y Ty Jated
No gross lesions or no P of o test item extracts was

observed in the rectal tissue of the animals (Table 2).

Histopathology examination
Based on the histopathology grading (Table 3 & 4), the imitation index obtained was
within the acceptable limit.

CONCLUSION
Based upon the results obtained in this smudy and performed in line with

ISO 10993-23:2021, the givea test item. Hemomhoid Ligator, supplied by Texplore
Co.Ltd.is idered irritant to rectal in New Zealand White

rabbits under the conditions of the present study.




) Standard & Regulations

° TH FDA Approval
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ISO 13485 - Medical devices: Quality management systems

Certificate of Registration

This certificate has been awarded to

M.E. MEDITEK CO., LTD.

665 On-Nuch Road, Suan Luang District, Bangkok, 10250, Thailand
74/9 Moo 22, Suwinthawong Road, Bang Nam Priao District,
Chachoengsao, 24000, Thailand

1SO 13485:2016

The scope of activities covered by this certificate Is defined below

Please refer to the Appendix

Date of Issue of Certification L)
Once Canficate Expiry Date Cerufieaton Cycle
04 May 2021 3 03 May 2024 2
Revisan
Revision Date *
04 May 2021 o 04 May 2018 ofa
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D Clinical Study

* More than 200 cases are applied without any complication.

®* Characteristic Feature & benefit
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D QR Code

VDO dounisisviuduAn arsr>oaduwovwalonisasvisiual

IWU QR code
Google form

Anoscope
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